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1 . Applicant's election with traverse of the species a method of using the antibody to 
deplete B cells and SEQ. ID. No. 11 in Paper No. 51 and 49 is acknowledged. The 
traversal is on the ground(s) that are stated. Regarding the first species election, this is 
not found persuasive because the searching of additional species would impose an 
undue burden on the Examiner. Regarding the species election of SEQ. ID. No. 11 
versus SEQ. ID. No. 7, the Examiner has decided to examine both species. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 11-13,16-23,25-30,35-40 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in Paper No. 51 and 49. 



Claims 24,31-34,41,42 are under consideration. 



4. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
wS 1 !? pertams ' or with which il is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention 



5. Claims 24,31-34,41,42 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

There is no support in the specification as originally filed for the recitation of "in a 
patient in need of such depletion" in claim 24. While the specification discloses 
therapeutic methods for treating B cell disorders, it does not disclose the scope of the 
claimed invention which encompasses use of the method to treat conditions which are 
not B cell disorders (such as use of B cell depletion to prevent a normal immune 
response against an administered antigen, etc). 
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There is no support in the specification as originally filed for the recitation of 
"merely complete B cell depletion with about 24 hours post treatment" in claim 24. 
Assuming that applicant intended to recite " nearly complete B cell depletion" there is 
also no support for said limitation in the specification as originally filed. The 
specification, page 15, lines 20-26 discloses a " nearly complete depletion within about 
24 hours" of peripheral B cells via treatment with antiCD20 antibodies, but does not 
disclose a "nearly complete depletion" of B cells per se (eg. those not residing in the 
periphery such as B cells in the lymph nodes, etc). 

There is no written description of the scope of the claimed inventions in the 
specification as originally filed (eg. the claimed inventions constitute new matter). 

6. Claims 31 and 32 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

There is no support in the specification as originally filed for the claimed 
methods. The specification discloses use of the C2B8 chimeric antibody which contains 
the heavy and light chains recited in claims 31 and 32. However there is no disclosure 
in the specification of chimeric antibodies which contain the heavy chain of claim 31 in 
combination with any light chain per se wherein the antibody has the functional 
properties recited in the claim. Similarly, there is no disclosure in the specification of 
chimeric antibodies which contain the light chain of claim 32 in combination with any 
heavy chain per se wherein the antibody has the functional properties recited in the 
claim. 

There is no written description of the scope of the claimed inventions in the 
specification as originally filed (eg. the claimed inventions constitute new matter). 

7. Claims 24,31-34,41,42 are rejected under 35 U.S.C. 112, first paragraph as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
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the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

For the purposes of this rejection, it will be assumed that applicant intended to 
recite "nearly complete" versus "merely complete". The specification is not enabling for 
the claimed invention that recites administration of antiCD20 antibody wherein said 
antibody when administered by itself at the dosage recited in the claim causes nearly 
complete B cell depletion within about 24 hours post treatment infusion. The instant 
limitation encompasses "nearly complete" B cell depletion of all B cells in the body in all 
anatomical locations. However, Table II in the specification (page 53) indicates that 
administration of antiCD20 antibody C2B8 results in marginal B cell depletion in the 
lymph nodes at 7 days post treatment, followed by increased B cell depletion at day 15 
post treatment. Furthermore, Reff et al. (Blood) disclose administration of a dose 
greater than recited in the claims (C2B8 at 1 .6 or 6.4 mg/kg) wherein even 1 5 days after 
treatment lymph node depletion of 42.8%, 63.3%, 39.5% or 77.9% was seen in the four 
treated monkeys. These results do not demonstrate nearly complete depletion of B cells 
from lymph nodes. The specification is therefore not enabling for the claimed invention. 

8. Claims 24,31-34,41,42 rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 24 is indefinite in the recitation of "merely complete B cell depletion" 
because it is unclear what this term means or encompasses. Presuming applicant 
intended to recite "merely complete B cell depletion", said phrase would also be 
indefinite because there is no disclosure in the specification as to what quantitative 
amount of depletion constitutes "nearly depleted" and said term has no art recognized 
meaning. 

9. Regarding the application of prior art, the prior art does not disclose a method 
with the limitation that the chimeric ant.CD20 antibody used would have the functional 
property at the dosage recited in claim 24 wherein administration of said antibody 
would result in nearly complete depletion of B cells per se. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dr. Ron Schwadron whose telephone number is (703) 
308-4680. The examiner can normally be reached Monday through Thursday from 7:30 
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to 6:00. A message may be left on the examiners voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor Ms 
Chr.st.na Chan can be reached on (703) 308-3973. Any inquiry of a general nature or 
relating to the status of this application should be directed to the Group 1600 
receptionist whose telephone number is (703) 308-0196. 



RONALD 8. SCKWADR0N 
PRIMARY EXAMINER 
GROUPjm 
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Primary Examiner 
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